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Food and Drug Administration, HHS § 862.1435 

subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1400 Hydroxyproline test system. 
(a) Identification. A hydroxyproline 

test system is a device intended to 
measure the amino acid 
hydroxyproline in urine. 
Hydroxyproline measurements are used 
in the diagnosis and treatment of var-
ious collagen (connective tissue) dis-
eases, bone disease such as Paget’s dis-
ease, and endocrine disorders such as 
hyperparathyroidism and hyper-
thyroidism. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1405 Immunoreactive insulin test 
system. 

(a) Identification. An immunoreactive 
insulin test system is a device intended 
to measure immunoreactive insulin in 
serum and plasma. Immunoreactive in-
sulin measurements are used in the di-
agnosis and treatment of various car-
bohydrate metabolism disorders, in-
cluding diabetes mellitus, and hypo-
glycemia. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2306, Jan. 14, 2000] 

§ 862.1410 Iron (non-heme) test system. 
(a) Identification. An iron (non-heme) 

test system is a device intended to 
measure iron (non-heme) in serum and 
plasma. Iron (non-heme) measurements 
are used in the diagnosis and treat-
ment of diseases such as iron defi-
ciency anemia, hemochromatosis (a 
disease associated with widespread de-
posit in the tissues of two iron-con-
taining pigments, hemosiderin and 
hemofuscin, and characterized by pig-
mentation of the skin), and chronic 
renal disease. 

(b) Classification. Class I. 

§ 862.1415 Iron-binding capacity test 
system. 

(a) Identification. An iron-binding ca-
pacity test system is a device intended 
to measure iron-binding capacity in 
serum. Iron-binding capacity measure-
ments are used in the diagnosis and 
treatment of anemia. 

(b) Classification. Class I. 

§ 862.1420 Isocitric dehydrogenase test 
system. 

(a) Identification. An isocitric dehy-
drogenase test system is a device in-
tended to measure the activity of the 
enzyme isocitric dehydrogenase in 
serum and plasma. Isocitric dehydro-
genase measurements are used in the 
diagnosis and treatment of liver dis-
ease such as viral hepatitis, cirrhosis, 
or acute inflammation of the biliary 
tract; pulmonary disease such as pul-
monary infarction (local arrest or sud-
den insufficiency of the blood supply to 
the lungs), and diseases associated with 
pregnancy. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38788, July 25, 
2001] 

§ 862.1430 17-Ketosteroids test system. 
(a) Identification. A 17-ketosteroids 

test system is a device intended to 
measure 17-ketosteroids in urine. Meas-
urements of 17-ketosteroids are used in 
the diagnosis and treatment of dis-
orders of the adrenal cortex and gonads 
and of other endocrine disorders, in-
cluding hypertension, diabetes, and 
hypothyroidism. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2307, Jan. 14, 2000] 

§ 862.1435 Ketones (nonquantitative) 
test system. 

(a) Identification. A ketones (non-
quantitative) test system is a device 
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